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DETAILED ACTION 

Applicant's Amendment filed July 6, 2007 is hereby acknowledged. Claims 1, 3- 

* 

5, 8-10, 13-15, 17-21, 24-28 are pending. 



Response to Amendment 

The objection to claim 1 has been withdrawn in light of applicant's amendment. 
The rejections under Yamamori et al., Fertig et al., O'Neil et al., Dietz et al., 
OToole et al. and Passaro et al. have been maintained. 



Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1, 5, 9-10, 13, and 17-18 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Yamamori et al. (USP 5,957,127). Yamamori discloses a sensor adapted 
to measure the concentration or presence/absence of carbon dioxide in respiratory gas 
from a living body, comprising a light-emitting light element (part 3) operable to emit 
light, a light-receiving element (Fig. 12, part below 6) adapted to receive the light 
emitted from the light-receiving element, a support member (part 2) supporting the light- 
emitting element and the light-receiving element such that they are opposed to each 
other on a single optical axis, the support member being adapted to be located below 
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the nostrils of a living body (at the esophagus or also parts 1a and 1b may be placed 
just below the nostrils), a respiratory flow path (either part 2e or 1e) formed in the 
support member so as to cross over the optical axis and adapted to allow the 
respiratory gas to pass therethrough when the support member is located below the 
nostrils of the living body and a first guide member (part 1a or 1b) adapted to introduce 
the respiratory gas from the nostrils to the respiratory gas flow path. The support 
member contains an engagement member (Fig. 9) adapted to be engaged with a 
tubular member for supplying oxygen to the nostrils. A second guide member (part 1 a 
or 1 b) capable of guiding the respiratory gas from a mouth of the living body to the 
respiratory flow path. The sensor may also comprise an oxygen mask (Fig. 3). The 
sensor also comprises an airway case (part 1) adapted to be located below the nostrils 
of the living body and having a pair of openings opposing each other and a pair of 
transparent thin films (parts 1d and 1c) respectively sealing the openings and a pair of 
supporting members supporting the light-emitting element and the light-receiving 
element such that they are opposed to each other on a single optical axis through the 
openings (Figs. 9, 1 1 and 12, part 2). The first guide member is removably engaged 
with the support member (Fig. 9). The airway case comprises a pair of openings 
opposing each other (parts 1d and 1c), a respiratory flow path extending between the 
openings, a pair of transparent thin films (inherent) respectively and a pair of supporting 
members (Fig. 12 parts supporting parts 3 and part 6) so as to oppose each other on a 
single optical axis through the openings. 
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Regarding claim TO, the respiratory flow path (either part 2e or 1e) is part of the 
support member and forms an interior surface of the support member. And whereas the 
respiratory flow path and thus the support member is on the interior of the oxygen mask 
(Fig. 3), the support member is disposed on an interior surface of the oxygen mask. 

3. Claims 1, 5, 9, 13-14 and 17-18 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Fertig et al. (USP 5,095,900). Fertig discloses a sensor adapted to 
measure the concentration or presence/absence of carbon dioxide in respiratory gas 
from a living body, comprising a light-emitting light element (Fig. 1 part 16) operable to 
emit light, a light-receiving element (Fig. 1 part 22) adapted to receive the light emitted 
from the light-receiving element, a support member (Fig. 1 part 14) supporting the light- 
emitting element and the light-receiving element such that they are opposed to each 
other on a single optical axis, the support member being adapted to be located below 
the nostrils of a living body, a respiratory flow path (Fig. 1 labeled II) formed in the 
support member so as to cross over the optical axis and adapted to allow the 
respiratory gas to pass therethrough when the support member is located below the 

■ 

nostrils of the living body (esophagus) and a first guide member (Fig. 4, part 10) 
capable of introducing the respiratory gas from the nostrils to the respiratory gas flow 
path. The support member contains an engagement member (the back end of the open 
area of part 12, labeled II) adapted to be engaged with a tubular member for supplying 
oxygen to the nostrils. A second guide member (Fig. 4 part 9) capable of guiding the 
respiratory gas from a mouth of the living body to the respiratory flow path. The sensor 
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also comprises an airway case (Fig. 4 part 2) adapted be located below the nostrils of 
the living body (i.e. at the esophagus) and having a pair of openings opposing each 
other (Fig. 4 parts 6 and 8) and a pair of transparent thin films (Fig. 4 parts 6 and 8) 
respectively sealing the openings and a pair of supporting members supporting the 
light-emitting element and the light-receiving element such that they are opposed to 
each other on a single optical axis through the openings (Figs 9, 1 1 and 12, part 2). 
The first guide member is removably engaged with the support member. The thin films 
are anti-fogging films (column 3 lines 18-27). 

4. Claims 1, 5, 9, 13-18, 20-21, 24 and 26 are rejected under 35 U.S.C. 102(b) as 
being anticipated by O'Neil et al. (USP 5,957,127). O'Neil discloses a sensor adapted 
to measure the concentration or presence/absence of carbon dioxide in respiratory gas 
from a living body, comprising a light-emitting light element (Fig. 2 part 11) operable to 
emit light, a light-receiving element (Fig. 2 part 13) adapted to receive the light emitted 
from the light-receiving element, a support member (Fig. 2 part 5) supporting the light- 
emitting element and the light-receiving element such that they are opposed to each 
other on a single optical axis, the support member being adapted to be located below 
the nostrils of a living body, a respiratory flow path (Fig. 2 between parts 7 and 9) 
formed in the support member so as to cross over the optical axis and adapted to allow 
the respiratory gas to pass therethrough when the support member is located below the 
nostrils of the living body and a first guide member (Fig. 1 part 21) adapted to introduce 
the respiratory gas from the nostrils to the respiratory gas flow path. The support 
member contains an engagement member (Fig. 2 parts 7 and 9) adapted to be 
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engaged with a tubular member for supplying oxygen to the nostrils. A second guide 
member (Fig. 1 part 23) capable of guiding the respiratory gas from a mouth of the living 
body to the respiratory flow path. The sensor also comprises an airway case (Figs 1 
and 3, part 4) adapted to be located below the nostrils of the living body and having a 
pair of openings (parts 17) opposing each other and a pair of transparent thin films 
(column 5 lines 59-62)) respectively sealing the openings and a pair of supporting 
members supporting the light-emitting element and the light-receiving element such that 
they are opposed to each other on a single optical axis through the openings (Figs 9, 1 1 
and 12, part 2). The first guide member is removably engaged with the support 
member. The airway case comprises a pair of supporting members (parts located at 7 
and 9) each of which is adapted to removably engage with one of the light-emitting 
element and the light-receiving element such that they are supported so as to oppose 
each other on a single optical axis through the openings (Fig. 2). The thin films are anti- 
fogging films (column 5 lines 59-62). 

Claim Rejections - 35 (JSC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

7. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

8. Claims 3, 8, 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
any of Yamamori, Fertig or O'Neil in view of Dietz and claim 25 is rejected under 35 
U.S.C. 103(a) as being unpatentable over O'Neil in view of Deitz. See Yamamori, 
Fertig and O'Neil, supra. None of the references discussed supra disclose the use of a 
mask with ear straps nor a guide member with nasal prongs. Dietz discloses a nasal 
cannula with prongs used with or without a mouth nose mask (Figs 1 and 2; column 2 
lines 32-43) for the purpose of sensing inhalation. The nasal cannula uses ear straps 
adapted to be hooked around ears for holding the cannula below the nostrils (Figs. 1 
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and 2). The advantage of using a nasal cannula for sensing is that a nasal cannula is 
more efficient in detecting nasal inhalation when breathing occurs through a nose 
(column 2 lines 32-38). The mouth nose mask makes it possible for the nasal cannula 
to function when the mask user's upper nasal passageways are blocked and breathing 
takes place through the mouth (column 2 lines 44-47). An additional advantage of using 
the mask and nasal cannula in combination is that the mouth nose mask allows fluids 
being delivered by a nasal cannula to enter the mask and be inhaled orally when upper 
nasal passageways are blocked and breathing takes place through the mouth (column 2 
lines 54-57). It would have been obvious for one of ordinary skill in the art to modify the 
disclosures of Yamamori, Fertig or O'Neil by adding a nasal cannula with ear straps 
alone or in combination with a mask to the disclosed sensing device in order to gain the 
advantages of more efficient detection, of ensuring fluid delivery and detection takes 
place when a patient's nasal passageways are blocked and to ensure fluid delivery 
through the mouth when the patient's nasal passageways are blocked. 

9. Claims 1, 3-5, 8-10, 13, 15, 17-21, 24-28 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over OToole (USP 6,379,312) in view of Passaro et al. (USP 
4,423,739). OToole discloses an apparatus for sensing carbon dioxide while delivering 
oxygen to the patient. The device includes nasal tubes as well as oral tubes or oral 
apertures for receiving a breath sample. The body of the device functions as a mask. 
The nasal tubes attach to a conventional cannula, which provides oxygen. The 
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. conventional cannula contains ear straps. The nasal tubes for a Y-shape (Figs 2 and 3 
- dotted outline within the body 10). 

While OToole does not teach using the cord for sending signals as an ear strap, 
it would have been obvious for one of ordinary skill in the art to move the cord from part 
26 from near the patient's mouth to strap around the ear in order to avoid getting it in 
the patient's or doctor's way. 

OToole teaches attaching an end tidal carbon dioxide gas analyzer to the mask 
apparatus, but does not teach the specifics of the sensor (column 3 lines 62-66). 
Passaro teaches an end tidal carbon dioxide gas analyzer. The analyzer contains a 
light-emitting element (Fig. 1 part 11), a light-receiving element (Fig. 1 part 21), a 
support member supporting the light-emitting element (Fig. 1 parts 13 and 15) and the 
light receiving element (Fig. 1 part 20), an airway case (part 17) with a respiratory flow 

» 

path (parts 25 and 27) and a pair of transparent thin films sealing the openings 
(windows 29). 

Passaro does not disclose details of the device used for delivering a patient's 
expired air into the disclosed sensor; however, Passaro does teach that the patient's 
breath is conveyed to the inlet of the sample cell from the patient's airway by a suitable 
mask connection (column 2 lines 34-37). OToole provides that mask connection. One 
of ordinary skill in the art would have recognized the advantages of integrating the 
sensor of Passaro into the mask of OToole to form a single unit, which would make a 
compact device. In re Larson, 340 F.2d 965, 968, 144 USPQ 347, 349 (CCPA 1965) 
("the use of a one piece construction instead of the structure disclosed in [the prior art] 
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would be merely a matter of obvious engineering choice"). Furthermore, Passaro 
discusses the response time of the device and how long tubing between the mask 
device and the sensor increases the sensor's response time (column 4 lines 33-42). It 
would have been obvious to one of ordinary skill in the art to integrate Passaro's sensor 
into the mask device in order to make a compact device and to gain the additional 
advantages of shortening the response time of the sensor, thereby enabling medical 
personnel to respond quicker to changes in a patient's respiratory rates. 



Response to Arguments 

10. Applicant's arguments filed July 6, 2007 have been fully considered but they are 
not persuasive. 

11. In response to applicant's argument that the references do not teach "a support 
member adapted to be located below the nostrils of a living body so as to oppose a face 
of the living body", a recitation of the intended use of the claimed invention must result 
in a structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. 

"As a general matter, the grammar and intended meaning of terms used in a 
claim will dictate whether the language limits the claim scope. Language that suggests 
or makes optional but does not require steps to be performed or does not limit a claim to 
a particular structure does not limit the scope of a claim or claim limitation. The following 
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are examples of language that may raise a question as to the limiting effect of the 
language in a claim:... (B) "adapted to" or "adapted for" clauses...." MPEP § 2106. 

The language of the claim "support member being adapted to be located below 
the nostrils of a living body" does not specify a structural difference between this claim 
limitation and the prior art. The prior art, including Yamamori, Fertig and O'Neil teach 
devices that are capable of being "located below the nostrils of a living body so as to 
oppose a face of the living body" in such a way that the device will work for its intended 
purpose. The respiratory flow paths in each reference have been highlighted in the 
respective rejections and these flow paths are capable of being placed below the 
nostrils of a living body. Whether the references specifically teach placing the support 
member below the nostrils is of no significance since these devices are capable of 
being placed below the nostrils. 

Applicant is advised to incorporate into the claims specific language that limits 
the particular structure. As written, the present language does not limit the structure in 
a meaningful way to avoid the claims reading on the references. 

12. Applicants argue, regarding claim 10, that Yamamori fails to disclose a support 
member being disposed on an interior surface of the oxygen mask. As discussed 
above, the Examiner disagrees with this interpretation of Yamamori because the 
respiratory path is part of the support member and forms an interior surface of the 
oxygen mask. 



■ 
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13. Applicants argue regarding claim 10 that neither OToole nor Passaro teaches a 
support member located below the nostrils. The rejection has been amended to 
address this argument. As discussed above, the Examiner has found that Passaro 
provides motivation to integrate the sensing device into a mask. 

Conclusion 

14. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 

r 

MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date-of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Keri A. Moss whose telephone number is 571-272-8267. 
The examiner can normally be reached on 9-5:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on (571)272-1700. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

r 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Keri A. Moss 
Examiner 
Art Unit 1743 
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